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128C 1(a) HSC Section 1280 
H a hc;errsl:e oj C! he~h lacilil( licens-ed under 

~ubdivislon {a} (1)). of (1) of S.cc\IDn~ 12~O re~f",es 

a nalice of defioency constitullng :m imme<:lL3te 
jeopardy 1() tll-e ~lealtr, or safety 01 a patient 3'ld IS 

rt:qu'red In SlIbmrl 8 piaI', ~ cooectlon the 
departrr,efll may assess too licensee an 
adrniflr$1(<1'1I'....e penalty In an amount not (0 exceed 
iwenty.five thOllsand (125,O:)()) per~olatlon 

1280 1(c) HSC S~1!U11 1280 

rcr plirposes of the .~p.(.1.()n. " immediate ;ecp..1rd~ 

rrear,~ a ~rtl1alj[.lr In wh!::f-l t"e llcerl,::;ee s 

-'lclI'lcompfr3rce ....rth Qf1~ or '1'101 e reqU!lCmerlS llf 

lICl!%:..J!"e 'la!\ :;-aused or IS I'~el~ In CdIJS~ Sef",OUS 

\:"')\.lry Of de-iI'I"l to ihe palien1 

DEF,CIENcY CO~jSTITUTING it"iMEOIATE 

JfOtJARDY 

RECElVED 
CA DEPl Of PIJ8IJC HE.6IJll 

OCT 3 1 2008 

Th~ Plan ofCorr~ction is 
intended to serve as this 
Organization's compliance with 
Title XXII regulation and 
should be deemed to be credible 
documentation evidencing 
correction of the deficiencies 
cited on form #2567, 

T22 DIV5 CHI ARTJ-70214 
Nursing Staff Development 
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Contlnwd From page 1 

rnduding lemporary &taff B8 described jn 

~b8eetion 7Q.?]7lml The program !>harr inelude, 
bul shall not be limited 10. orienialioo and the 
process of competency validelion lilt; de&aibed in 
subsection 70213(cl. 

{2} All patient c.are. personnel, inQ\Jding temporary 

staff as Indicated in SUbsection lO2.111ml. shalt be 

subj8C! 10 the process of compefehcy val,dahon for 
Iheir assigned patient eate unil or ur"iih. Prior 10 . 
the compfetion of validation of !he compelency 
standards for a palienl Cilre UOIl, palienr care 
aSSignments snail be subject 10 the 101l0"""ng 
restrictions 

IA) Ass.igllmenls shall lnc.lLrlt! ollly lho~e dU\Ie$ 
and responslb,ll(leS for WhlcM COntpe(ellCY has beiln 
validated 
(C) Regislcred n:.Jrses snail nol be assIgned lOlal 
resp:Jr1sJbiliry lor pallent care, inc.ludlng !he dulles 
and responslbl1nies describe.d In StJb~ions 

702~5(a) 3nu 70217(h)!11 until all tMe ~landClrds of 
competenCy for that UOIt have been validaled 

On 6110108 at 11·45-A M, hospMat administratNe 
represenl'lt!ves were Informed thar Immediate 

Jeopardy elfistea as 1he result of a patient reoeiW19 
an over dose of a bolus rJoac:hng do~J of 

IntravenouS med!callon that resultec 10 the patienfs 

deaHl The staff member who adminrslered the 
medication had respOnsioility for the patient but had 
not dem<Jnstr:aled all the standard$ of competency 
lor the Intensive Care Unil 

I. An Alaris Practice Alert was 616108 
created and posted above all 
Medication Pyxis stations in the 
ICUs and telemetry units where 
boluslinfusion is used. 
2. The RN Alaris Pump 6/16/08 
competency was revised to include 
the following: 
· How to 'bolus from an infusion' 
bag 
• What to do if the Alaris 
Guardrails® did not allow 
programming of any infusion (i.e., 
'hardstop') 
· A required online tutorial 
•A required post-test and return 
demonstration 6/16/08 

Event IOPE4;;" 101i7/2008 125-4:S2PM 

l!llE (-":6)01'11£ 

'\ny dlir<Oeney st!lttllt1l"tlt l!1'\(),;''lI ",'<1r, ... " A'lon,.. t" (Jlln.ltl:.'l A !1~r:Cl.N~ ...t"t1' tile ",~lIf\1l.on ""11'1" tl8 B~CU''IO IIIJ"., COl'Ied;II'O p<o\l'>Cl"'Q 'I ,a dIll.r;n',>tId 

1111\ 01..,.... IlIf.,uard~ orm,,':\t "iuff .. ·,tr.l prcle.:;Lol"\ IQ rnll' pllar,.,,11 l;.~c,pl fOt nu'.,r-.g l,o~S. (he rli'1dtOVI abC..... ,r9 d'$CloMtlI~ gO dArl follC1WWlg 1~ 0118 

01 ;)J1Vl:~ "'\'le\l'ltt 0 J\O\ II '~n Q\ UlllpUi>::\ \5 Pl1)'jl)e<;l ~QI' :1))1511\9 h01'le!, \~ t\lXl\1t 1InOlno~ an::! ;llan~ 01 w;~alOl' itT!: drKIo~atle i4 OCfS 1oiOMng 

the d~'11 doelW' d(JO.l'n~""~ f"~ mno:l~ 1Iv;J,III·. Ie l:'Ie ~CJI,:.,. If cefi~''''(Jes a'8 c.lod an ,ppr13'0'8d 9l,)f1 {'It c:.of1'&CbIX'II~ f~U\"1e to OOl\hnued prOQ~fl' 
~8rl"llJallOn 
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ConUI\ued From page 2 

Based on observation. interview ana fecord revIew, 
RN 1 failed to demonslrale competftney relative t~ 

the use at the Alans Medley lnfusloo Pump. RN 1 
fetrled 10 pfO(lram the inlravenmJ& infusion pump wi!h 

the name and dose 01 the drug which is required 10 
actWDte the Guardrail safety 1e:a1ure o~ the inhl$lOO 

oump. The Guardrail safety feature is 10 ensure 
accurate dosing of a medication. The nurse 

ar;1ivated lhe pump incorredly wiltloot cc'l5ut!ing 

his Preceptor/resource tor a~Mstance A.s a rewll.. 
Patient S received 8 medication (MilrirlQllel 3.6 

tImes the pre5Cl1oed dose by Ihe phys,c.i'H'l in less 
than 10 mln\lles. Panen1 S exp"lred on 614108 at 
~1.58a,m 

Patient S was adm:l1ec: to Ihe hospital's medical 
l!llenSIVe Que unn {MICUj on May 30. 2008 with ;; 

severa heart altar.k (myocardial 
infardlon/cardlogenlc shock). On 614108, the 

treating P~lyslGlan ordered that Palienl S tx! Iresled 

with a drug, Milnnonf:, ~or the lIealmenl 01 

congesli"e heart (allure The ph\'srcian 

electronically ordered a boluS (a loading dose) of 
Milrinooe as 50 meg (m)crograms ~er lI.ilogrami 

based on Pallenl $' weiQli1 of t 10 l<.llograms 

(Milrinone ,5 a m9dlcallon used In lhp. managemenl 

of hearl failule onl')' when conventional treatment 

va:!.odilatofS and dlurellet Mve prove,') InsufflC'..ienl 

ThiS IS due \0 Ihe potentially falal adverse effects of 

M,lrlnane tnt.ludlny ver,lrlcu!ar arrhythmia:!.) 

3. 100% oflCU and telemetry RN 6116/08 
staff received infusion pump 
programming education re: how to 
correctly administer a 'bolus dose 
!Tom an infusion' bag using the 
Alaris Guardrails® pump, with 
verbal or return-demonstration 
required. 
4. Bi-weekly Competency 7/28/08 
assessment review ofMICU/CCU 
preceptees are held between the 
preceptor, preceptee, and manager 
or lead. These meetings assess and 
review the preceptees' demonstrated 
ability to: 
· Dialogue regarding Medication 
Safety 
a. Use of Si" Rights 
b, Review, use ofmedication 
resources and discussion with 
preceptor prior to any unfamiliar 
medications and all IV drip 
medications 
• Ask questions (the ability to self
identify when slhe has a knowledge 
deficit) 
· Delegate tasks, and 

1:':,!)4,52PM 

T:1LE 
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·tl.J1 O'':l!!! SOlfe!lUBrOIi pt~,.,OE wt'!":oent prO:f.C1.~n '0 lhll !XlhMI! hC8l:lI/:or nlJll\ll'll,f homes, the finding, lOO-..i ar~ "hlr:louble 90 d....'I'1o loll<ml~ me ~tfi 

C1 
~u'vey \\t1elll!H Of 001 a plSln or CDrreClJ01 ~ prC"o'1I3eC1 for r,u~I'g homes lTle abO'r'B nnal"95 and ~ns 01 O)I'1'!CtIOO are dlsclosab!t 14 dayS 1oI0!V1~ 

"10 ;1,l, ,..Ut') ::!o';um!!nu ill" r1'\iI'cll! ava,lal:lle ~) \fI6lQ<.:,1;1J II !ltl~·coe'\·)C~ alC CJled at'111pPtDYDd plat1 ::>t c:onllC!,on,~ reQIJ'S'18 h> COM'\JM~ j::<C1gra", 

lJartlCJPOIll:..r 
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Contln~d From P8Ue J 

RN 1 Wol:!i granted C;illilornia licen$lJrt:' on May 4, 

2005 and was new 10 lhe hO&pitaJ With lhe hire dale 

of 511108. .o.,ccordlng 10 the documentation on RN 

"s emplOi'ment apD!icahon RN 1had e)(ten!;i....e 
baoground In a1 emergency depamne11 set!lOg 
prior to coming 10 the MICU RN 1 was CUfTentty 
undergoing dlnical lraining with a precep~of in :he 
MICU 

RN 1 admInIstered the Milnnone 10 Patient S using 

the Alari~ Med!ey infusion pump The AlarlS Medley 

mfuslon pumD 15 eQlJippel1 ""th 3 drtJ9 error 
reduction syslem called the Guardrail {safe gUOjrd 
seffingj The Gual'drail is ~rrwafe ins)de the Alaris 

pump des'gm.~d to manage how medlca!ion~ can 'be 
prQgramrTed With th€ m!u5lQn syslem b~ sening 
hrn\ls on the rateF-, volumes and doses tt1at art:' 

applOprlate for lhe delivery of lnlfi:lvenous 

rnedlC<'!liOI1 This allow~ nurSIng staft \0 r.afely 

selecl. c81culule and program Infusion of 

medications to a patient 

Or: 5/4/08, RN , received fr'om the hospHal 

pnarmacy ;J 100 cc IV bag that contained a 

concentrat'Dn of 20 fT1g o( Milrinone 1100 ml or 200 

meg (0.2 JTlg)/m1 This IS cq:.JlvaJenl to 20,000 meg 
1'1 100 mlllih1en. (ml) 01 OUIO, The ptlyslaan mder 

was for Paliell! S \0 receive a bolus (a loading 
dose) of 50 fT1cg/kg (microg(am~ pel kHogrilm) of 
Milnnone, Pattenl S weighed 110 kUoqrarns., 

Based on Palfenl $' weight or 110 kIlograms. ,he 
was to receive 5,500 rneg bolus of M,lriooli(l 

Lpon program,'llln!) the IV Bolus dose of Milrinone 

011 tl)e Alal/!> Medley j.!ump the InfU5101l Pump 

• Identify and seek out available 
resources 
• The Competency Assessment 
Reviews are documented in the unit 
preceptor book. When perfonnance 
trends are identified, an 
individualized learning contract is 
developed with clear expectations 
and timelines. 
5. A discussion occurred at the 9/2/08 
SMH Pharmacy and Therapeutics 
(P&T) committee and 
recommendations were made 
regarding safest method to practice 
infusion ofMilrinone bolus and 
infusion doses at SMH. 
6. Upon extensive review at 1017108 
Pharmacy and Therapeutics (P&T) 
Committee, the recommendation to 
discontinue Milrinone 'bolus dose 
from an infusion' bag was made. 
Rather, bolus, or "LOAD" doses 
were recommended to be 
administered as a separate IVPB 
from the continuous, or DRIP, 
infusion. 
7. Milrinone usage data was 10/24108 
reviewed for a period of seven 
months (4/08-10/08). Based upon 
usage data, Milrinone bolus 

f,\?,lID PE-431 1 12;' szPM 

T'TLE (X51 [JA H. 

fl.,', ·.;O:!'QI<nc..,. sr.at!'l'rr1l!ri· el1C1flQ wntl or aIO!c"'-, i'I oonvlt$ ~ de-r~~nr:y wtIrC'l t!19 in~t~\II..:>n m,.y beek'(,us/td /r;l" ClltT.-<;llng I'r,,""oe"'l1 ,-,~ t..e18'mrr-.eo 

~,,;. [;1:"01:1 ~IlIWJ"iHI1$ pfO~>::le slIlf'oefl\ f',I>II:l:"OflIC I~(1 Nltleol~ tlC8C1 f(lr ni/f5,'0!l IIOml'5, Ire finding., !lbr.wn ,lie: (1'5t:losatlll! 90 I'h'J~ fo.lOWlrtg lhl' ~ale 

0: SlJf"ley ~~'.t'.e.f O' rlo\ aPiM\ {II corred'()f\ IS plO.'lQe!:1 For 'IV1SiliIJ r'omes trle ~OOfe flrl.1logs and plans 01 corre:::ho."! are dtSClosabll' 14 C1aY5 followIng 
rho .:lOll' \l1~i'K: docu:TIi:lnl~ d'~. rll~IJt 'fVll.ll\oi" b :h(, ~at\h\y (f 'ief\1;-l1Jrll:.,e~ ar& c.-ltc, )-n apO<O~ pi~!I Ull.OHlfCllon It: rBeli lill'" :0 CUnllnuoo progr<lm 

:;a.1'C"M'M)n 
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Continued From t'age-4 

Guardrail (safeguard setting) woold prompl a HARD 
STOP (maxrmum IImil) wtIefl the drug calculation 

e.ll:ceeded the Guardrail limn However, RN 1 was 
1l0l able to program Ihe Alal'is pump for the bOlus 
In1us,on HaVing beel1 prt:V10USly inSlJuc.leeJ fO 

consult his PreCl:plOf, RN 1 Pfoceeded to use lne 
basic Infusion mode BS It way to deli....er lhe IV 
Bofus outsIde the G~ardrall wi,noul con'5l1lhng his 

PreceptOl who was hlti r~ourCl= person RN , 

OVtrrode the Guanjrsil limil and programmed tI"Ie 
Alam. pump 101 a baSIC ,nfU$lon at a 'tile ot 999 
rnlmr In order to admlnlSler ...mat he perceived was 

the boCus dos.e. 

Tne Ali'lri5 pump hag a lr3~k.et lnat provides a 

repon of tt\c aC,fual lolal time 01 when the 
medlcatlc:.rl 'Na~ Infu!.e'Cl ar·d or Bdmlfllstered. The 
Lr;Jckp,r recorded that \he C'ltlre 1()()(;c of MHrinoM 

VJE!lS ,administered Wllhin apprOltirn8!el~ 7 minute$. 

RN 1 hf\!g.;m in 'lls Ion CIt'! 61AI'OS at 1O.~8 a,m. aod 
C''.Ornpteled l~ InfusIon at aWroxlrnalely 1035 a IT1 

This lndir.atcd thai PBI:enl ;:; rE!('.Elved 20,000 rnuJ 

Itl 100 milliliters (ml) of fluid whidl .....as 36 times 

the phyiloar S prescrrbed dose of MllrlnOr'}e 

Pharmacist 1 wa5 Inlerview£:d on 619108 al 1':00 
am, and staled Iha: Patlen! S should na....e 
receiv@d 27 ml 0' rT'Ie<licatlOI: bu\ receNed 100 ml at 
the rned1catlorl instead \l,'t'lICh was :\ 5 (11,.,81: tho 
prescfloed dose (If Mllrrnone 

On 514105 at lOA5 a m per the nursing note 
dOCUMentation, Patlel"ll $' bloo-j pressures dropped 

and lhe p<l1lel"l1 dc...elOptX1 jnsl~;Clenl resPlr"lory 
patterns. Ph)'&lClan!', w@fellot.f.ed ana order;) wen:.' 

(LOAD) and infusions (DRIPS) 
will be limited to the Specialty 
areas and Telemetry uilits with 
ECG-monitored beds (~xcept 6S 
and 7S) at SMH. 
8. A Milrinone Practice Alert was 10124108 
posted on the leUs anel specified 
Telemetry units, reflecting the 
following: 
•Revision of the SMH Alaris 
Guardrails Dataset to differentiate 
Milrinone LOAD vs. Milrinone 
DRIP items, with hard stop field 
limits respecting FDA approved 
dosage, and default LOAD 
duration often minutes, per FDA. 
The continuous infusion Bolus 
mode (i.e., "bolus from a bag") 
was disabled. 
· Pharmacy will label LOAD 
doses with a neon sticker entitled 
"Milrinone LOAD". 
· Pharmacy will deliver the LOAD 
and continuous infusion DRIP to 
the nurse. The LOAD IYPB will 
be specified 10 the RN. 
•The Medication Administration 
Record (MAR) has had a 
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Continued From page 5 

DblcUned to (\'litigale the situation. By 11.11 t.m. 
Patient S's condition deleriorated and Code Blue 
temergency resuscitation) was called. A sec.ond 
Code Blue was caned when the pahent's cardiac 
status deteriorated again at 11:..... a.m, P;Jtjent S 
was Bventually Mo:Ide a ONR (Do Not t~susClta(e) 

by the famity ,md resuscitative el'fo~s were 
tenr-!nated Patlenl 5 expired on 6/41U6 at 11'58 

2.m 

On 611 Of08 at iO-oo 3.m RN 1 and Nursing 

Admini!:1(altl/e Represenlahl/e (NAR\ were 
interviewed relateo 10 tho medlcati':Jn error. RN 1 

staled thaI during lhe adrnmr5lration of the 
Ml)rinon~ on 6.'4/08 the Alaris intr2l/enous (IV) pump 
~wstem was ul,h2.ec RN 1 desr.'1hf1:d rh@ pror~s of 

progra mlT1lng the pump and de-:'Cll\}ed the prob~ms 

11131 he enr:ollnlered durmg Iht! plogrOlmmlflg 

The NAR clarmed that RN 1 'ailed to 5et up 

continuous intlJsiOfl pflor to the IV Aolus (loading 

(1os(' of mGdicatlOn) Which IS a mflndatcry step in 

l~e .l:lClfeguard (Guacdral~ ~roce:'tS 

RN 1's competency related fa lhe Alaris Medley 

Il1fUSlon PIJmp dated 5/13/08 was reviewed. The 
performance CTlt13na s.ectlOO eVilluahon method was 

leh blank The evall..JallOn key codes were 

(lhSefV~.l.iol1 demonslril\IOn quaiily I":"lOnltoring, 

lest. dQcurnent review and Irellded data Since the 
performance cnlenCl sectIOn eVltluat,oll ~eocltOf' of 

lne Ctlmpetenq wa5 left blank. there w~s no 

Indu:;aLlon 110'1"1 or II RN 1 was e...alualeo regilrding 
llie pllmp use 

comment added """"Loading 
Dose"""" to highlight the LOAD 
dose as separate from the in fusion 
drip. 
•The tenn "Use Alaris 
Guardrails®" has been added to the 
Milrinone labels (LOAD and 
DRIP) and MAR. 
·The lSi page of the Milrinone 
Practice Alert will accompany 
Milrinone Loads and Drips 
distri buted by Pharmacy to the 
respective nursing unit X 3 months 
9. The Sharpnet Alaris website was 10/24/08 
updated, reflecting the following: 
•The updated Dataset Versions 
summary 
•The posting of the complete SMH 
NON-NICU 2.1 NC dataset 
•The updated Summary Quick 
Drug Lists for drips and 
intermittent infusions. 
10. All leU and specified 11/7/08 
Telemetry RN staff will receive 
education on the revised LOAD 
and infusion DRIP process, All 
individuals unable to attend the 
formal inservice sessions will 
receive I: I instruction. 
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ConUnued From PIge 6 

The Immediate Je'J'P3rd'y wa~ abah~d on 6/12108 ill 

11 50 B.m.. wilh an aecepl.::wble plan or mrred:on 

The elemenls )f the plan of correcuon are as 
follows> 

Re--education through Alaris Practice Alert, Bolus 
fro..-" bag for leu and telemetry nurses 
Re-edlJCB110n 1)1, use of clinical resoun:es any lime 
a hard 510P occurs In AI.lis. Competency cTl8nget 
to Include clarity guardraiJ rates, including methods. 

II. SHC P&P 43030 "Guidelines 
for Ordering Medications" was 11/4/08 
revised to reflect Pharmacy 
calculated weight-based dosing: 
"For physician orders stating dosage 
per patient weight (i.e.. 10 mg. kg), 
phannacy will check patient's 
weight and calculate the total dose. 
Phannacy will apply clinical 
.udgment when estimating patient's 
weight for dose calculation." The 
revised policy will be presented to 
P&T for approval. 
Responsible Party: 
Chief Nursing Officer (CNO) 
Nursing Director, Critical Care 
Managers, ICUs and telemetry units 
Director, Pharmacy 
Monitoring Process: 
An audit will be performed weekly 1/31109 
X 3 months for all Milrinone LOAD 
doses dispensed by pharmacy to 
ensure Milrinone (LOAD and 
DRIP) is administered via the AJaris 
Guardrails® system. Staff not 
infusing Milrinone via the Guardrail 
system will receive re-educatioo and 
counseling. 
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